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International application No. 
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Priority date {day /month /year) 
17 JUNE 1996 


International Patent Classification (IPC) or national classification and IPC 
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been amended and are the basis for this report and/or sheets containing rectifications made before this Authority. 

(see Rule 70.16 and Section 607 of the Admirustrative Instructions under the PCT) 

These annexes consist of a total of sheets. 



This report contains indications relating to the following items: 
I | x| Basis of the report 
II | | Priority 

III | | Non-establishment of report with regard to novelty, inventive step or industrial applicability 

IV | | Lack of unity of invention 

V | x| Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

VI [ | Certain documents cited 

VTI | | Certain defects in the international application 
VIII | x| Certain observations on the international application 
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International application N'< 
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L Basis of the report 



1 . This report has been drawn on the basis of (Substitute sJieets vJuch have been furnuJied to die mnvvii? Office ui resptvise u> an m\uatuw\ 
under Article 14 are referred to in this report as "originally filed" and are not annexed to die reptrt si/ice dw\ <ir> tu* awikun amtTid/masj 



| X | the international application as originally filed 
| X] the description, pages 1-33 



pages NONE 



pages NONE 
pages 



the claims, 



Nos. 
Nos. 



1-25 



NONE 



Nos. NONE 
Nos. NONE 
Nos 



| x| tne drawings, sheets/6g 1*4 



sheets/% NONE 



sheets/fig NONE 



sheets#+g _ 



as originally filed, 
filed with the demand, 
filed with the letter of 
filed with the letter of 



as originally filed. 

as amended under Article 19. 

filed with the demand. 

filed with the letter of 

filed with the letter of 



, as originally filed. 
, filed with the demand. 
, filed with the letter of 
, filed with the letter of 



2. The amendments have resulted in the cancellation of: 

| x| tne description, pages NONE 

| x| tne claims, No; 



NONE 



[ x] tne drawings, sheets/fig NONE 



3 [ j This report has been established as if (some of) the amendments had not been made, since they have been considered 
to go beyond the disclosure as filed, as indicated in the Supp l emental Box Additional observations below (Rule 70.2(c)). 



4. Additional observations, if necessary: 
NONE 
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V. Reasoned statement under Article 35(2) with regard to no\eltv, in\enti\e step or industrial applicability; 
citations and explanations supporting such statement 



I STATEMENT 
Novelty (N) 



Claims 1-25 



Claims NC )NE 



YES 
NO 



Inventive Step (IS) 



Claims 1-25 



Claims NONE 



YES 
NO 



Industrial Applicability (IA) 



Claims 1-25 



Claims NONE 



YES 
NO 



2. CITATIONS AND EXPLANATIONS 

Claims 1-25 meet the criteria set out in PCT Article ^V2W4V because the prior art does not teach or fairly suggest mutated 
binding sites for the transcriptional repressor Gfi-1. 



NEW CITATIONS 

NONE 
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International application No 
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VIIL Certain observations on the international application 



The following observations on the clanty of the claims, description, and draw ings or on the question u hether the claims are fullv 
supported by the description, are made: 

The desenption is objected to under PCT Rule 66 2(aXv) as lacking clarity under PCX Article 5 because it tails to 
adequately enable practice of the claimed invention because 



Claim 25 is drawn to a method of treating a pathological condition related to expression of an aberrant gene bv 
administering to the patient an expression vector comprising a non-aberrant counterpart to the aberrant gene linked to a promoter 
a mutated binding site for the transcriptional repressor Gfi- P The claim is extremely broad, encom passing any disease, any gene 
any expression vector and any method of administration The claimed invention, a method of treating a disease by administenng 
recombinant DNA, known as gene therapy, is highly unpredictable. Despite years of intense research and many clinical trials 
there has yet to be any definitive example of the successful treatment of a disease using a gene therapy protocol The main 
obstacles to effective therapy are the efficient delivery of the therapeutic gene to the appropriate target cells and the sustained 
expression of the gene. At the time the present invention was made, no predictable method for effective gene therapy had been 
developed. Thus, the skilled artisan would have to rely on the present desenption to teach how to carry out the claimed method 
However, the description is completely silent regarding methods for gene therapy. Therefore, the desenption fails to adequately 
enable the claimed invention. 

Claim 25 is objected tc as lacking clarity under PCT Rule 66 2(aXv) because practice of the claimed invention is not 
enabled as required under PCT Rule 5.1(a) for the reasons set forth in the immediately preceding paragraph. 
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FIELDS SEARCHED 



Minimum documentation searched (classification iysiem followed by classification symbols) 
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DocumenLalion searched other than minimum documentation to the extent that such documents are included in the fields searched 
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Relevant tc claim Nc 
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Y,P 

X,P 
Y,P 



ZWFIDLER-MCKAY et al. Gfi-1 encodes a nuclear zinc finger 
protein that binds DNA and functions as a transcriptional 
repressor. Molecular and Cellular Biology. August 1996, Vol. 
16, No. 8, pages 4024-4034, see entire document. 

GRIMES et al. The Gfi-1 proto-oncoprotein contains a novel 
transcriptional repressor domain, SNAG, and inhibits G1 
arrest induced by inter!eukin-2 withdrawal. Molecular and 
Cellular Biology. November 1996, Vol. 16, No. 11, pages 
6263-6272, see entire Hnniiment. 
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ear be r document published on or after the international filing date 
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cited Li catabtiah the publication dale a', ur.othrr citation or other 
special reason (as specified) 

document referring u> an oral disclosure, use. exhibition or other 



doc isment published prior to the international Tiling date but later than 
the priority date claimed 



later document published after the international filing date or priority 
date and not tn conflict w ith the application but cited to understand the 
principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
coasiderod novel or cannot be considered to involve an inventive step 
when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such combination 
being obvious Lo a person ■killed in the art 

document member of the aainc patent family 
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GILKS et al. Prolactin (PRL)-dependent expression of a zinc 
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constitutive expression in autonomous sublines. Endocrinology. 
1995, Vol. 136, No. 4, pages 1805-1808, see entire document. 
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GILKS et al. Progression of interleukin-2 (IL-2)-dependent rat T 
cell lymphoma lines to IL-2-independent growth following 
activation of a gene (Gfi-1) encoding a novel zinc finger protein. 
Molecular and Cellular Biology. March 1993, Vol. 13, No. 3, 
pages 1759-1768, see entire document. 
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